
From: John Lublinkhof
To: Benbow, Gene
Cc: Gaines, Jennifer
Subject: RE: 12455-140 Efficacy Review
Date: Tuesday, September 24, 2013 4:16:30 PM
Attachments: benbow letter.doc

Dear Gene and Jennifer,

I understand how weeks can get filled in a hurry.

As per your suggestion, attached is a letter prepared by Peter Martin, Technical
Director requesting reconsideration of the submitted study.

Best regards,

John Lublinkhof
Director of Regulatory Affairs
Bell Laboratories, Inc.

-----Original Message-----
From: "Benbow, Gene" <Benbow.Gene@epa.gov>
To: John Lublinkhof <jlublinkhof@belllabs.com>
Date: Mon, 23 Sep 2013 20:00:02 +0000
Subject: RE: 12455-140 Efficacy Review

> Hi John,
>
> This week isn't great for meetings -- we have APHIS staff in tomorrow and Wednesday for
> meetings, and also a lot of reg review meetings going on.  I am willing to discuss
> anything you'd like to about the efficacy data submitted for 12455-140.  I do remember
> this efficacy package with the lower number of control animals and some confusion about
> the number of tested animals in the report. 
>
> If you guys would like to put something into an email and send it to both Jen and
> myself we'd be happy to discuss it and respond to you ASAP. 
>
> Thanks,
>
> Gene Benbow
> Biologist, EPA
> Insecticides-Rodenticides Branch
> Registration Division
> http://epa.gov/pesticides/
> 703-347-0235
>
>
> -----Original Message-----
> From: John Lublinkhof [mailto:jlublinkhof@belllabs.com]
> Sent: Monday, September 23, 2013 3:44 PM
> To: Benbow, Gene
> Subject: Re: 12455-140 Efficacy Review
>
> Dear Gene,
>
> I trust all is well.  Peter Martin, Technical Director and I would like to set up a
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September 24, 2013


Mr. Gene Benbow


Biologist, 

EPA  Insecticides-Rodenticides Branch


Registration Division


Subject :
Amendment To Add Label Claims To Indicate The Number Of Rats Killed 


By The Bait -  EPA Registration No. 12455-140




Primary Brand Name: Tomcat Rat Killer II




Submission Date: April 26, 2013


Dear Mr. Benbow:


On August 28, 2013, Bell Laboratories received a notice from the United States Environmental Protection Agency informing us that a proposed label amendment was not acceptable. The label amendment for EPA Reg. No. 12455-140 Tomcat Rat Killer II involved the inclusion of a marketing statement to quantify the number of rats killed by a single 30 g block. In order to support this amendment, Bell submitted the laboratory study, “Efficacy of a 0.01% Bromethalin Block in a Pre-Baited Bait Station on Young Adult Wistar Rats” (Study No. BEL/1112/BE327).  The study (assigned MRID No 49106901) was reviewed by the Agency for acceptability.  Upon review, the label claims were not allowed as the study was deemed as “unacceptable”.  Bell Laboratories does not agree with the Agency assessment of this study and subsequent rejection of the label amendment and presents this letter to outline our objections.


In its conclusion, the Agency correctly admits that this study differs from those typically submitted for block bait efficacy.  The efficacy of this formula on rat populations, in the presence of both test material and a choice (or control) diet, is not in question.  This test was designed specifically to address if the quantity of bait presented in the station (one-30 g block) was sufficient to support the marketing claim (could kill up to three rats). The submission of a study of this design was not unique for Bell Laboratories. On three other occasions (MRID Nos. 48909401, 49039701, 49039801) , Bell submitted studies that presented a designated population of test animals measured amount of bait under no choice conditions to justify the placement of a marketing statement quantifying the kill rate of a loaded bait station. In all cases, the Agency accepted the study and approved the marketing statements.

One of the reasons given for the Agency’s non-acceptance of this study was the limited number of animals in the control group. Bell argues that the construction of the control group was identical to a study previous accepted by the Agency. On January 25, 2013, Bell submitted a similar efficacy study in support of Tomcat Rat Killer (EPA Reg. No. 12455-122. The study was assigned MRID No. 4903701. An excerpt for the Summary section of the study outlined the number of test and control animals as follows:   

Fifty male and fifty female test animals were group housed (ten/sex/cage) in solid bottom metal caging. Ten male and ten female control animals, within the same weight category as the test animals, were group housed (ten/sex/cage) in similar cages.

              
         Lindgren, B.V., Bell Study No. BEL/1012/BE826, Nov 2012

In both rat studies, the control group was comprised of one male cage and one female cage of animals. In the case of 4903701, the Agency was satisfied that the size of the control group was sufficient to validate the results of the test.  As the control group population in MRID No. 49106901 was constructed in an identical manner to the aforementioned study, we request the withdrawal of this objection based upon this precedence.

Finally, the study review points out an error in the study text. The text cited in the Summary section does erroneously list eighteen males and eighteen female test animals. While there were 18 males and 18 females used in the test, only 15 animals of each sex were used in the test group and the remaining three animals of each sex were used in the control group.   The animal use numbers are listed correctly in the remaining study text and are confirmed by the raw data copies appended to the end of the study. As this error is inexcusable, it is readily correctible by the issuance of an amended study as per GLP regulations.  Further, the Agency review also includes an error.  On page 2 of the review, the result for the female cage number 8 should read as “3” not “1”, confirming the study result that 30 (not 28) out of 30 rats died within 10 days of testing  with 11 rats found dead on day 2 and 19 on day 3. Despite these errors, the study results clearly demonstrate the bait does achieve the results necessary to justify the marketing claim requested.  


Based upon this information, Bell Laboratories respectfully requests that the Agency reconsider the basis for its non-acceptance of the efficacy study, “Efficacy of a 0.01% Bromethalin Block in a Pre-Baited Bait Station on Young Adult Wistar Rats” Project No. BEL/1112/BE327 and accept the label amendment for Tomcat Rat Killer II (EPA Reg. No. 12455-140).  


Thank you for your attention in this matter.

Sincerely,
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Peter S. Martin


Technical Director


cc: John Lublinkhof, Bell Laboratories, Inc.



> conference call with you to discuss the efficacy review.
>
> We are available from 9:30 to 5:30 EDT on Tuesday Sept 24th or Wed Sept 25th. Please
> let me what a convenient time would be.
>
> Thanks,
>
> John Lublinkhof
> Director of regulatory Affairs
> Bell Laboratories, Inc.
> 608-241-0202 Ext. 3138
>
> -----Original Message-----
> From: "Benbow, Gene" <Benbow.Gene@epa.gov>
> To: John Lublinkhof <jlublinkhof@belllabs.com>
> Date: Wed, 28 Aug 2013 11:32:46 +0000
> Subject: 12455-140 Efficacy Review
>
> > Hi John,
> >
> > I've attached our response to your amendment for this product.  Please
> > review it, and if you have any questions let me know -
> >
> > Thanks,
> >
> > Gene Benbow
> > Biologist, EPA
> > Insecticides-Rodenticides Branch
> > Registration Division
> > http://epa.gov/pesticides/
> >
> >
>

http://epa.gov/pesticides/

